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DETAILED ACTION 
Specification 

1 . The use of the trademark GORE-TEX® has been noted in this application. It should be 
capitalized wherever it appears and be accompanied by the generic terminology. 

Although the use of trademarks is permissible in patent applications, the proprietary 
nature of the marks should be respected and every effort made to prevent their use in any manner 
which might adversely affect their validity as trademarks. 

Claim Objections 

2. Claim 1 3 is objected to because of the following informalities: 

In the last line of claim 13, it appears that the word --of-- should be inserted between 
"segment" and "its". 

Appropriate correction is required. 

Claim Rejections - 35 USC § 102 

3 . The following is a quotation of the appropriate paragraphs of 3 5 U. S .C. 1 02 that form the 
basis for the rejections under this section made in this Office action: 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 

4. Claims 1-31, 35-39, 42 and 45-50 are rejected under 35 U.S.C. 102(b) as being 
anticipated by U.S. Patent Number 5,951,503 to Pomatto. 

Pomatto discloses a cranial orthosis (1 1) for preventing further acquired or positional 
plagiocephaly in infants comprising a molded protective shell (16), helmet or headband having 
an interior surface that is conformed in shape to the surface curvature of a normal human infant 
cranium, thereby defining a cavity or pocket for receiving the head of an infant having 
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compliant, developing head areas to be protected, the cavity being sized to provide a close, non- 
interfering fit of the conformed interior surface in facing relation to the developing head areas to 
be protected, whereby when an infant's head is received in the protective cavity, the infant's head 
weight forces can be spread substantially uniformly across the conformed interior surface that 
engages one or more of the developing head areas while the infant is resting on a sleep surface in 
a supine position. The protective shell (12) includes interior surfaces that are smoothly contoured 
and conformed in shape to the surface curvatures of the occipital, temporal and parietal areas 
(see Figure 6), respectively, of a human infant cranium having normal size, shape and symmetry 
of a healthy infant of given age and gender. The cavity is slightly oversized (at 18) relative to the 
head of an infant to be protected so that the infant's head can be turned from side-to-side on the 
sleep surface without imposing binding engagement of the protective shell against the soft 
developing areas of the infant's head. The protective shell (12) is "loosely" fitted relative to the 
head of an infant to be protected so that the orthosis can be worn while the infant is resting in a 
supine position on a sleep surface substantially without imposing torque forces against the soft 
developing areas of the infant's head, while distributing the infant's head weight forces over a 
large segment of its cranial vault. The protective shell includes a crown portion, left and right 
wing portions extending bilaterally from the crown portion and rostral end portions extending 
from the wing portions, wherein the wing portions are dimensioned to provide at least partial 
overlapping coverage over the parietal areas and the temporal areas of an infant's head when it is 
received in the protective shell (see below). The rostral end portions are dimensioned to provide 
at least partial overlapping coverage over an infant's fronto-parietal and temporal areas when it is 
received in the protective shell, while the crown is dimensioned to provide overlapping coverage 
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over substantially all of the occipital area of an infant's head when it is received in the protective 
shell. The wing and rostral portions are dimensioned to provide limited overlapping coverage 
whereby the upper aspects of the parietal, temporal and frontal bones are only partially covered 
by the appliance in the protective position, thus allowing good air circulation and heat transfer 
over most of the infant's head, while preventing uneven contact of the relatively soft, compliant 
occipital areas against the sleep surface. The shell has a U-shaped cross-section, when taken 
about line "X," as noted below, and has bilateral symmetry. The shell (16) comprises a unitary 
vacuum molding formed of plastic resin material, specifically, copolymer polypropylene. The 
orthosis comprises a layer of soft, flexible material (17) covering the conformed interior surface 
of the molded appliance. The claimed method is anticipated by the normal use of the orthosis as 
disclosed by Pomatto. 



5. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 



Rostral end 
portion 



X 
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(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 

6. Claims 1-31, 35-38, 42, and 44-50 are rejected under 35 U.S.C 102(b) as being 
anticipated by U.S. Patent Number 4,776,324 to Clarren. 

Clarren discloses a cranial orthosis for preventing positional plagiocephaly in infants 
comprising a protective shell (70) having an interior surface that is conformed in shape to the 
surface curvature of a normal human infant cranium, thereby defining a cavity for receiving the 
head of an infant having compliant, developing head areas to be protected, the cavity being sized 
to provide a close, non- interfering fit of the conformed interior surface in facing relation to the 
developing head areas to be protected, whereby when an infant's head is received in the 
protective cavity, the infant's head weight forces are spread substantially uniformly across the 
conformed interior surface that engages one or more of the developing head areas while the 
infant is resting on a sleep surface in a supine position. The protective shell (70) includes interior 
surfaces that are smoothly contoured and conformed in shape to the surface curvatures of the 
occipital, temporal and parietal areas (see Figure 5), respectively, of a human infant cranium 
having normal size, shape and symmetry of a healthy infant of given age and gender. The cavity 
is slightly oversized (again, see Figure 5) relative to the head of an infant to be protected so that 
the infant's head can be turned from side-to-side on the sleep surface without imposing binding 
engagement of the protective shell against the soft developing areas of the infant's head. The 
protective shell (70) is loosely fitted relative to the head of an infant to be protected so that the 
orthosis can be worn while the infant is resting in a supine position on a sleep surface 
substantially without imposing torque forces against the soft developing areas of the infant's 
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head, while distributing the infant's head weight forces over a large segment of its cranial vault. 
The protective shell includes a crown portion, left and right wing portions extending bilaterally 
from the crown portion and rostral end portions extending from the wing portions, wherein the 
wing portions are dimensioned to provide at least partial overlapping coverage over the parietal 
areas and the temporal areas of an infant's head when it is received in the protective shell. The 
rostral end portions are dimensioned to provide at least partial overlapping coverage over an 
infant's fronto-parietal and temporal areas when it is received in the protective shell, while the 
crown is dimensioned to provide overlapping coverage over substantially all of the occipital area 
of an infant's head when it is received in the protective shell. The wing and rostral portions are 
dimensioned to provide limited overlapping coverage whereby the upper aspects of the parietal, 
temporal and frontal bones are only partially covered by the appliance in the protective position, 
thus allowing good air circulation and heat transfer over most of the infant's head, while 
preventing uneven contact of the relatively soft, compliant occipital areas against the sleep 
surface. The shell has a U-shaped cross-section, when taken through a horizontal section of the 
orthosis, and has bilateral symmetry. The shell (70) comprises a unitary molding formed of 
plastic material The claimed method is anticipated by the normal use of the orthosis as disclosed 
by ClaiTen. Clarren further discloses s providing an inventory of protective appliances, in a 
variety of sizes that are indexed according to age, circumference and gender for the general 
infant population, measuring the circumference of an infant's head, and selecting the most 
closely matching protective appliance from the inventory. 
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Claim Rejections - 35 USC § 103 

7. The following is a quotation of 35 US.C 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

8. Claims 32-34 are rejected under 35 U S.C. 103(a) as being unpatentable over Pomatto in 
view of U.S. Patent Number 6,381 ,760 to Lampe et al. 

Pomatto discloses the previously described cranial orthosis. Pomatto does not specify that 
the orthosis include a band connected to the rostral end portions and bridging across the forehead 
of the infant. 

Lampe et al disclose a cranial orthosis having a band of soft flexible material that bridges 
the forehead of a wearer, to remove sweat from the forehead. Lampe et al. specifies that the band 
comprise a layer of woven fabric material like open cell foam. 

It would have been obvious to one skilled in the art at the time the invention was made to 
have provided the orthosis disclosed by Pomatto, wherein the orthosis includes a band that 
bridges a wearer's forehead, as taught by Lampe et al., to absorb sweat from a wearer's brow. 

Allowable Subject Matter 

9. Claims 40-41 and 43 are objected to as being dependent upon a rejected base claim, but 
would be allowable if rewritten in independent form including all of the limitations of the base 
claim and any intervening claims. 
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Conclusion 



Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Amanda F. Wieker whose telephone number is 703-306-4056. 
The examiner can normally be reached on Monday-Thursday, 8:30 - 6:00 and alternate Fridays. 
The examiner's telephone number will change on 17 November 2004, to 571-272-4794. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Henry A. Bennett can be reached on 703-308-0101. The fax phone number for the 
organization where this application or proceeding is assigned is 703-872-9306. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 
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